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changes to, or clarification of, the sub-
stance of the memorandum, the re-
quest must be sent to FDA within 30 
calendar days from the date a copy of 
the memorandum is sent to the appli-
cant. If the potential applicant re-
quests changes or clarification, FDA 
will send the potential applicant a re-
sponse to their request no later than 45 
calendar days after the date of receipt 
of the request. 

(iv) Administrative record. A copy of 
FDA’s original memorandum of con-
ference and, as appropriate, a copy of 
an amended memorandum to correct or 
clarify the content of the original 
memorandum will be made part of the 
administrative file. 

(2) Field studies. If FDA requires more 
than one field study to establish by 
substantial evidence that the new ani-
mal drug is effective for its intended 
uses under the conditions of use pre-
scribed, recommended, or suggested in 
the proposed labeling, FDA will provide 
written scientific justification for re-
quiring more than one field study. 
Such justification must be provided no 
later than 25 calendar days after the 
date of the conference at which the re-
quirement for more than one field 
study is established. If FDA does not 
believe more than one field study is re-
quired but the potential applicant vol-
untarily proposes to conduct more 
than one field study, FDA will not pro-
vide such written justification. If FDA 
requires one field study to be con-
ducted at multiple locations, FDA will 
provide justification for requiring mul-
tiple locations verbally during the pre-
submission conference and in writing 
as part of the memorandum of con-
ference. 

(g) Modification of presubmission con-
ference agreements. An agreement made 
under a presubmission conference re-
quested under section 512(b)(3) of the 
act and documented in a memorandum 
of conference is binding on the poten-
tial applicant and FDA and may only 
be modified if: 

(1) FDA and the potential applicant 
mutually agree to modify, in part or in 
whole, the agreement and such modi-
fication is documented and provided to 
the potential applicant as described in 
paragraph (f)(1) of this section; or 

(2) FDA by written order determines 
that a substantiated scientific require-
ment essential to the determination of 
safety or effectiveness of the new ani-
mal drug appeared after the con-
ference. 

(h) When the terms of a presubmission 
conference agreement are not valid—(1) A 
presubmission conference agreement 
will no longer be valid if: 

(i) The potential applicant makes to 
FDA, before, during, or after the pre-
submission conference, any untrue 
statement of material fact; or 

(ii) The potential applicant fails to 
follow any material term of the agree-
ment; and 

(2) A presubmission conference may 
no longer be valid if the potential ap-
plicant submits false or misleading 
data relating to a new animal drug to 
FDA. 

(i) Dispute resolution. FDA is com-
mitted to resolving differences between 
a potential applicant and FDA review-
ing divisions with respect to require-
ments for the investigation of new ani-
mal drugs and for NADAs, supple-
mental NADAs, and ANADAs as quick-
ly and amicably as possible through a 
cooperative exchange of information 
and views. When administrative or pro-
cedural disputes arise, a potential ap-
plicant should first attempt to resolve 
the matter within the appropriate re-
view division beginning with the indi-
vidual(s) most directly assigned to the 
review of the application or investiga-
tional exemption. If the dispute cannot 
be resolved after such attempts, the 
dispute shall be evaluated and adminis-
tered in accordance with applicable 
regulations (21 CFR 10.75). Dispute res-
olution procedures may be further ex-
plained by guidance available from the 
Center for Veterinary Medicine. 
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§ 514.6 Amended applications. 

The applicant may submit an amend-
ment to an application that is pending, 
including changes that may alter the 
conditions of use, the labeling, safety, 
effectiveness, identity, strength, qual-
ity, or purity of the drug or the ade-
quacy of the manufacturing methods, 
facilities, and controls to preserve 

VerDate Aug<04>2004 09:52 Apr 28, 2005 Jkt 205070 PO 00000 Frm 00076 Fmt 8010 Sfmt 8010 Y:\SGML\205070.XXX 205070



67 

Food and Drug Administration, HHS § 514.8 

them, in which case the unamended ap-
plication may be considered as with-
drawn and the amended application 
may be considered resubmitted on the 
date on which the amendment is re-
ceived by the Food and Drug Adminis-
tration. The applicant will be notified 
of such date. 

§ 514.7 Withdrawal of applications 
without prejudice. 

The sponsor may withdraw his pend-
ing application from consideration as a 
new animal drug application upon writ-
ten notification to the Food and Drug 
Administration. Such withdrawal may 
be made without prejudice to a future 
filing. Upon resubmission, the time 
limitation will begin to run from the 
date the resubmission is received by 
the Food and Drug Administration. 
The original application will be re-
tained by the Food and Drug Adminis-
tration although it is considered with-
drawn. The applicant shall be furnished 
a copy at cost on request. 

§ 514.8 Supplemental new animal drug 
applications. 

(a)(1) After a new animal drug appli-
cation is approved, a supplemental new 
animal drug application may propose 
changes. A supplemental application 
may omit statements made in the ap-
proved application concerning which 
no change is proposed. Each supple-
mental application shall include up-to- 
date reports of any of the kinds of in-
formation required by § 514.80 that has 
not previously been submitted. A sup-
plemental application shall be accom-
panied by either a claim for categorical 
exclusion under § 25.30 or § 25.33 of this 
chapter or an environmental assess-
ment under § 25.40 of this chapter. 

(2) A supplemental new animal drug 
application shall be submitted for any 
change beyond the variations provided 
for in the application, including 
changes in the scale of production such 
as from pilot-plant to production 
batch, that may alter the conditions of 
use, the labeling, safety, effectiveness, 
identity, strength, quality, or purity of 
the new animal drug, or the adequacy 
of the manufacturing methods, facili-
ties, or controls to preserve them. 

(3) If it is a prescription drug, any 
mailing or promotional piece used 

after the drug is placed on the market 
is labeling requiring a supplemental 
application, unless: 

(i) The parts of the labeling fur-
nishing directions, warnings, and infor-
mation for use of the drug are the same 
in language and emphasis as labeling 
approved or permitted; and 

(ii) Any other parts of the labeling 
are consistent with and not contrary to 
such approved or permitted labeling. 

(4) The supplemental application 
shall be submitted as follows. A com-
munication proposing a change in a 
new animal drug application should 
provide for any one of the following 
kinds of changes: 

(i) Revision in labeling, such as up-
dating information pertaining to ef-
fects, dosages, and side effects and con-
traindications, which includes informa-
tion headed ‘‘side effects,’’ ‘‘warnings,’’ 
‘‘precautions,’’ and ‘‘contraindica-
tions.’’ 

(ii) Addition of claim. 
(iii) Revision in manufacturing or 

control procedures; for example, 
changes in components, composition, 
method of manufacture, analytical 
control procedures, package or tablet 
size, etc. 

(iv) Change in manufacturing facili-
ties. 

(v) Provision for outside firm to par-
ticipate in the preparation, distribu-
tion, or packaging of a new animal 
drug (new distributor, packer, supplier, 
manufacturer, etc.); one firm per sub-
mission. 
Any number of changes may be sub-
mitted at any one time; but if they fall 
into different categories as listed in 
paragraphs (a)(4) (i) through (v) of this 
section, the proposed changes should be 
covered by separate communications. 
Where, however, a change necessitates 
an overlap in categories, it should be 
submitted in a single communication. 
For example, a change in tablet po-
tency would require other changes such 
as in components, composition, and la-
beling and should be submitted in a 
single communication. 

(5) The following kinds of changes 
may be placed into effect without the 
approval of a supplemental application, 
if such change is fully described in the 
next periodic report required under 
§ 514.80(b)(4) or, when such a report is 
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